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Sir: 

I, Mr. Ken Clement, do hereby declare the following: 

1 ) I have read and understand the subject matter of the pending U.S. patent 
application serial no. 10/799,038, titled "Food Supplement for Increasing Lean 
Mass and Strength", filed March 11, 2004. 

2) It is my opinion that a person of ordinary skill in the art in the fields of nutrition 
and nutritional supplementation as of the date of filing of U.S. patent application 
serial no. 10/799,038 would have at least a bachelor's degree in chemistry, 
biochemistry, biology or related discipline or a person with comparable 
experience gained through other means having at least 3 years of experience in 
the fields of nutrition and nutritional supplementation. 



3) I am one of ordinary skill in the art with respect to the fields of nutrition and 
nutritional supplementation. A copy of my Curriculum Vitae, evidencing my 
experience in these fields, is attached herewith. 

4) I am the Director of Research and Development at lovate Health Sciences 
Research Inc.. In this capacity, I am responsible for the research and development 
of new products in the fields of nutrition and nutritional supplementation. 

5) I have been formulating compositions for nutritional supplements for use in, but 
not limited to, the health and wellness industry and the bodybuilding industry for 
at least 7 years. 

6) I am also a competitive bodybuilder and a consiuner of nutritional supplements 
for use in bodybuilding. 

7) I have won numerous prizes' for my achievements in bodybuilding. 

8) I have read and understand the Office Action dated October 21, 2008 ("Office 
Action") in connection with the present application. 

9) I have read and understand the claims that counsel seeks to submit. 

10) The independent method claim is: 

A method for supplementing the diet of a human to enhance muscle size 
and strength, comprising orally administering a dietary supplement comprising 
admixed effective amounts of: 

a protein selected from the group consisting of whey protein and 
whey peptides, 

a compound which mimics or enhances insulin activity, said compoimd 
beuig selected fix>m the group consisting of myo-inositol, d-myo-inositol, cis- 

' 1 place Heavyweight Division, 2005 Healthy Body Ejqjo; l" place, 2003 Muscletech Bodybulding 
Championship; and 2°'' place, 1998 Northern Cup Challenge. 
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inositol, epiinositol, allo-inositol, muco-inositol, neo-inositol, scyllo-inositol, d 
-chiro-inositol, 1-chiroinositol and d-pinitol, and 

at least one ingredient which increases nitric oxide production in 
the body, 

11) It is my opinion that one of ordinary skill in the art in the fields of nutrition and 
nutritional supplementation would understand that term "whey" alone and in the 
context of the expressions "whey protein" and "whey peptides" to mean whey 
derived from a dairy source. 

12) My opinion is based, in part, on the fact that commercially available "whey 
proteins" and "whey peptides" are commonly derived from milk and other dairy 
sources. As representative examples, attached to this declaration are Product 
Descriptions of BiPRO® Whey Protein Isolate (Davisco Foods International, 
Eden Prairie MN) (Exhibit A); and ALACEN 450 Whey Protein Concenfrate 
(Clover/Fonterra, Roodepoort, South Africa) (Exhibit B). 

13) To the best of my knowledge and information, all commercially available "whey 
proteins" and "whey peptides" are derived from milk and other dairy sources. 

14) Thus, in my opinion one of ordinary skill in the art in the fields of nutrition and 
nutritional supplementation would understand that "whey" to mean "dairy whey". 

15) Furthermore, it is my opinion that the method claims counsel seeks to submit are 
directed to users (e.g. typically bodybuilders) who would practice the inventive 
methods of the present application. 

16) It is my opinion that a user, such as bodybuilder, would understand that "whey" 
means whey derived from a dairy source. 
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17) Thus, in my opinion a user would also understand that "whey" means "dairy 



whey". 



The undersigned declares that all statements made herein of his own knowledge are true 
and that all statements made on information and belief are believed to be true; and further 
that these statements were made with the knowledge that willful false statements and the 
life so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 
18 of the United States code and this such willful false statements may jeopardize the 
validity of the application or any patent issuing thereon. 





Mr. Ken Clement 
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